CepTudnrar ug cepmo
(noaTeepacHne apunoxenua EMA pykosonerea o GMP)

Mpoaykr: FPUNTMIOCTAI® Puro 0,05 % HasankHele Kannu
Crpasna-umrioprep: Vxpanua E
Per.cauner. No/ cnipaBoutistil BoKyMeHT: UA/3090/02/02 !

Cuna / Deltctaie: Keunomerasomnn riapoxiopuz 0,5 sr/mn
Jlexapceraennan dopma; HazaneHLle Kanau pacreep 0,05 % i

Pasmep H THN YR2KOBKH: 10 12 sO thinaxone, no | hnakoHe B KapToHHOI Kopobre
Ne cepunt (koneuHoro npon.): 1{GHRA

Cepun (kodeusoro npon, ): 11GHRA

Jata npomssoactea (uucno/mMecsu/ron): 17.06.2020

Cpox rozsocTi: 06/2025 i '
Ne cepun CTAJIA (Gank): 11GHR '

Ne cepuu nponssourens (6anx): -

PaiMep cepmu (Ganx): 750 kr

YuacTok no nponzsoAcTsy Ganxa: CTAIA ApuHaliMirrrens AT, Cranaui'rpacce 2-18,

61118 Gan Punsbenn, Nepyaniis
ML-no.: DE_HE 01_MIA_2019 0062

YuaeToK 110 YIIAKOBKE: CTAIA Apuuaﬁmm‘renh AF C'ranam'rpacce 2-18,
61118 Baa Gunsbens, [epmanng :
ML-no.: DE_ HE_01_MIA_2019_0062

YuacTox No KOHTPONKY KaueCTRa: CTATA Apuuaﬁmrrrem AT, C'ranam'rpacce 218,
61118 Baa Ounsbens, Mepmannn
ML-no.: DE_HE_01_MIA_2019_0062

YUACTOK MO BhiFYCKY cepuii: CTAJA Apunatimmrrens AT, Cragauwrrpacce 218,
61118 Bap ©uanbens, lepmaniia ‘
ML-no.: DE_HE_01_MIA_2019_0062 :

Homep cepinikin EudraGMP: _ HE npeacTaBaeH
Homep tekywero ceprudmrara HITI (GMP):  DE_H E_01_GMP 2019 0168 3
PesynbraTs! anaminos; CM. CEpTH(MKAT KAYECTBA 5
KomiuecTso prinylesHoli NpomyKim: 54 040 ynakosok : '

Y tipoussoantens(l) axTHBHLIX KOMMNOHEHTOB SBAAETCH YaCThIQ Aeficreyioueit hEZ}JELId)H;\aIU!OHIIOﬁ TIPOFPANME
AponssoanTensel akTueHbx komnouentor CTAHA Apunaiimurrens AT ITo nonraepxnacT, ltTo 9TOT NPOIIROTIITEAL 1)
COOTBETCTBYET AKTYANLHLIM PYKOBOACTEAM ¥ TpeBoranuan HITTT (GMP} ans npoussoncTsa aKTHBHbI\ KOMTIOHCHTOB,

Hacroauium = NOATBEEKAAO, YY0 BblIeyKalaHHas uHopmaunus sBaseTca noaaumryoll 1 Tounoii. [Jannaa HanTils.
BLIIEYTIOMARYTOTO NPOYKTR, Ghina WIrOTOBACHA, BKNIOUAA YNAKOBKY (ecny 310 np;meum:og il KOHTPONbL KauecTsa Ha
BLILEYOMAHYTHIX YHACTKAX B DOMHOM COOTBETCTBUM ¢ tpefosanuamu HITT (GMP) MecTHBIX PeryNSTOPHBIX OPraitos 1t »
COOTBGTCTBHH cncuml];sxau}m PErdCTPALIHORHOID CBHAOCTENLCTBA UMY cnpaeommﬁ zmz\ymcmauuu np0It3BO‘1CTg(\
YN3KOBKA H KOHTPONE CEpUH ORI PACCMOTPEHAE il API3HAHK B COOTEETCTBHH C meﬁosammmu HTIIT (GMP).

vV Belnyck Ha prIHOK Bunyck ans nocrasku
OviioHEHHA B OTHOIWIGHITH KAMECTRR I BLINYCKA NPOLYKTA!

V Orxnonennii te MPOHIOWNG Ha, moban pononHurensHas nHdopmars, nplma:’ae{cs
KoMMeHTapHn/3amedanus; |

Hara: 13.07.2020 NORMICH
. Kox

VY RONHOMOUEHHOE AKLO

[epesos srnonuen A1 «Crane-Yipaunan

N

i gl
e (OG0T
I OT XY




Konrpons wauecTsa

CepruduikaT Ka4ecTng

FPHETIOCTAA® PHHO 0,05 % nasanukbie Kanau, no 14 ma pacrsop aﬁi Paaxoie

Nponykr 09400696 Cepnn: 1TGHR Cepna Ne: 11GHRA
Hara 06/2020 Cpox 06/2025
NpouIsoACTRAa TFOAHOCTH: :
Bapaaur Koutpouns: Yxpauna
Teer Meron Cnetuduranys Pesynwrat
Onuncanse OprationenTHIecky Pactrop noutH Be3 3anaxa He coziep}fcatuﬂ’lﬁ COOTRETCTRBYCT
BUAUMBIX TOCTOPOHHUX YACTHIL
[TpospasnocTts Esp. ®apm*2.2.1 He Gonee onaneCURPYIOUIAT, YeM HenbIT, | COOTBETCTBYET
pactsop 1 :
HBeTHocTs Esp. $apm* 2.2.2 e fofee HHTEHCHRHD ORpatIeHHE ), uem' COOTICTCTYBYET
BY6 ‘
pH Esp.dapm*. 2.2.3 5,5-6,1 5.8 E
OcMonapHocTh Esp.®apm*. 2.2.35 265-285 mocMonelt/xr ; 272 mocmaneii/sr
Ofvém conepumoro | Buyrpeunas metomuka | > 100,0 % {oTHOoCHTENBHO HOMIHAMBLHOTG 104.0 % 1
HAKOBKH ofibta) i
AUnenrubuxauus PV 306 A 701 JOMKHC COOTBETCTBOBATE 5 COOTBETCTBYET
KeunoMerazonps §
THADOXTIOPHA :
Haenmndmkaigs PV 306 A 701 JOMKHO COOTBETCTEOBATS COUTBETCTRVET e
Berzankouuit xnopug ’
KosmmvecTaentoe PV 306 A 701 0,475-0,525 mr/mn 0,496 mr/mn }
ORpeAsncHHE (95% - 105%) i
- KCHAOMETAIOIHH ?
M ApOXNOpHA '
- Gemanxounil Xnopaa 0,18 - 0,22 mr/mn . 0.19 mrdmin !
(90% - 110%) : '
Tipumeci: PV 306 A 301 :
- N-(-2-amunsoaTin) — <30% 5 0y,
4 — TpeTdyTHA — 2,6 - :
KCILTHARLEe TAMHA ! 1
~ OTOEIbHbIE <0,5% i <01 % ;
HEHIBECTHRIE FIDHMECH |
- BCOTO <3% ! <1 % !
Muxpobuonoriueckas | Esp.Papm®, Esp.Dapm*. 5.1.4 COOTHETCTRYET |
UHCTOTA 2.6.12/2.6.13 i

* - pelieTayioulee uinaHHe

Buiayuteno: S, Kox

Cepust npoTes BaH

Hara/ Tloanues: 10/07/2020

(npanucs}
Foann Kox |
DupsaICRT, Y NOIHOMOHSHEDE JIURO
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Koney cepruditkara

Tepesoa satnogsHen JHT «Craza-Yrpavnan

¢ pyxonogpcreasis GMP if coorseTeTRYeT cnenydHKatHy
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